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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- tf NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply.received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I )S Responsive to communication(s) filed on 23 March 2005 , 
2a)D This action is FINAL. 2b)l3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-28 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IE Claim(s) 1-12,17 and 19-28 is/are rejected. 

7) 13 Claim(s) 13-16 and 18 is/are objected to. 

8) 0 Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 23 March 2005 is/are: a)l3 accepted or b)n objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the con*ection is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonm PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (0- 
a)n All b)n Some * c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the Intemational Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

2. Claims 1 -1 2, 1 7, and 1 9-28 are rejected under 35 U.S.C. 1 02(b) as being 
antibipated by SCHOENFELD (US 5.181,912) 

Regarding claims 1 ,24-26, and 28 Schoenfeld teaches a syringe assembly comprising: 
a syringe barrel (10) having an inside surface defining a chamber, an open end, and a 
distal end; a plunger rod (22) extending within said syringe ban'el, said plunger rod 
including an elongate body portion defining a longitudinal axis, a stopper (44) at a distal 
end of said elongate body portion, a disc (52), and at least one axially extending recess 
formed by a pair of surfaces (14) radially displaced from the longitudinal axis of said 
elongate body portion, each of said surfaces defining at least one proximal tooth (Fig 
18,' 130) and at least one distal tooth (Fig 18,tooth distal of 130), said plunger rod being 
substantially immovable after performing a first retraction stroke in the direction of said 
open end, a first injection stroke in the direction of said distal end, a second retraction 
stroke in the direction of said open end and a second injection stroke in the direction of 
said distal end (Col 13. last full paragraph); and a locking element (40, Fig 10) slidably 
positioned within said recess, said locking element engaging (via 111) said inside 
surface of said syringe barrel such that said locking element is substantially immovable 
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in the direction of the open end of said syringe ban'el, said locking element further 
being engageable with said at least one proximal tooth (via 89) during said first 
injection stroke of said plunger rod and said locking element being engageable with 
said at least one distal tooth (via 87) during said second injection stroke of said plunger 
rod. See Figures 13 and 18. 

Regarding claims 2-4, and 17, said barrel further defines an annular ring (5) for limiting 
movement of said plunger rod in the direction of said open end. 
Regarding claim 5, said at least one proximal tooth comprises a plurality of proximal 
teeth and said at least one distal tooth comprises a plurality of distal teeth (Fig 12) 

Regarding claims 6 and 7, said at least one proximal tooth comprises three teeth and 
said at least one distal tooth comprises three teeth (Fig 32) 

Regarding claim 8, said locking element is comprised of an integral, resilient metal 
structure, said locking element being positioned such that said plunger rod can be 
moved proximally with respect to said locking element (Col 16 line 51 ) 

Regarding claim 9, said locking element includes one or more proximally extending 
barbs engaging said Inside surface of said syringe ban'el, and said locking element and 
stopper are positioned such that said plunger rod can be moved proximally with 
respect to said locking element (Fig 11) 

Regarding claims 10-12,27 said locking element includes a body portion having a 
distal end and proximal end, said body portion of said locking element being generally 
V-shaped and engageable with each of said pair of surfaces (Fig 10) 
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Regarding claims 19-23, the syringe further includes a needle (2) in fluid communication 
with said barrel, either removably or integrally connected to the distal end of the barrel 
and being either sharp or blunt. 

3. h. Claims 24 and 25 are rejected under 35 U.S.C. 102(b) as being anticipated by 
KOSINSKI (US 4.961,728). 

Regarding claims 24 and 25, Kosinski teaches a syringe barrel (20) having an annular 
ring (25); a plunger rod (33), a stopper (39), a disc (65), a first axially extending recess 
(35)defining a plurality of teeth (67), and a second recess defining at least one distal 
and at least one proximal tooth (67); and a locking element (50) being engagable with 
said teeth. 

Allowable Subject Matter 

4. Claims 13-16 and 18 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

5. The following Is a statement of reasons for the indication of allowable subject 
mader: Regarding claims 13-15, the prior art does not teach or suggest a plurality of 
radially extending walls that converge near said longitudinal axis and a first additional 
wall extending from one of said radially extending walls in a non-radial direction, said 
first additional wall defining one of said surfaces forming said recess, including a second 
additional wall extending from one of said radially extending walls, said second 
additional wall defining one of said surfaces forming said recess, wherein said second 
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additional wall is substantially parallel to said first additional wall, when combined with 
the limitations of claim 1 . 

Regarding claim 16, the prior art does not teach or suggest that said elongate body 
portion of said plunger rod includes a first wall proximal to said stopper and a plurality of 
second walls projecting from a first side of first wall, two of said second walls defining 
said surfaces forming said recess when combined with the limitations of claim 1 
Regarding claim 18, the prior art does not teach or suggest that said locking element 
has a longitudinal length substantially equal to said distance, when combined with the 
limitations of claims 17 and claim 1 . 

Conclusion 

Any inquiry concerning this communication or earlier communications firom the 
examiner should be directed to Elizabeth R. MacNeill whose telephone number is (571)- 
272-9970. The examiner can nomriaily be reached on 7:00-3:30pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/528,873 



Pages 



Art Unit: 3767 

Information regarding the status of an application may be obtained from the 
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